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Determining prod, of c-QerbB@-2 cancer gene by enzyme immunoassay 
comprises binding a purified antibody specific to prod, of c-GerbB@-2 
cancer gene with a solid phase carrier, selectively binding prod, of c- 
@erbB@-2 cancer gene in a sample such as blood serum with the antibody 
to catch the prod., and colouring by using biotin-labelled 2nd 
monoclonal antibody, avidinbiotin complex method and its substrate in 
the enzyme immunoassay of the prod. 

Also claimed is a kit for the serodiagnosis which contains 
antibody necessary for the determn. of the prod, of c-@erbB@-2 cancer 
gene, reference sample, colouring reagent, etc. 

Monoclonal antibody is pref. used for the solid phase is 9G6, 
and enzyme-lablled monoclonal antibody is SV2~61gamma. In the method, 
SV2-61 gamma is labelled with an enzyme such as peroxidase or alkaline 
phosphatase and coloured. Positive control for reference is supernatant 
of cell strain EX-5 or purified prod, of c-@erbB@-2 cancer gene. 

USE/ADVANTAGE - The method and the kit are useful for detecting 
or determining prod, of c-@erbB<2-2 cancer gene in human blood serum. 
The kit is used for the diagnosis of glandular cell cancer, esp. 
1 mammary cancer, stomach cancer, etc. Glandular cell cancer such as 
mammary cancer can be simply and rapidly diagnosed by the examination 
of blood serum based on that prod, of c-erB-2 gene is present in blood 
serum of human mammary cancer patient but is not detected in that of 
healthy normal person. The diagnosis of the prognosis of the cancer can 
be carried out by the determn. of the prod, of c-<2erbB@-2 gene @(5pp 
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Granted Claims of Japanese Patent No. 2,895,105 B2 

1; An' ^i^yme immunoassay for measuring a soluble form of c-erbB- 
2 oncog&he^ characterized in that it comprises: 

U^inig|two monoclonal antibodies against the extracellular domain 
of c-erbB^i2;-;|ncogene product, one of which is immobilized .to a solid 
phase arjxl ; : $|e other is labeled with an enzyme; and *'d 

u^iii^ as a positive control, a culture supernatant from E. coli 
strain ^;^#hich extracellulary secretes the extracellular doriiain of c- 
erbB-2 oiifeei^ene product, and/or a purified preparation of saidlc-erbB-2 
oncogei^piRoiluct. [• 



2. tl*e a!ssay of claim 1, characterized in that SV2-61y is used as 
one of the- monoclonal antibody against said extracellar domain. 



3. A kit for diagnosis of a serum sample, which is used for the assay 
of claims 1 and 2, comprising an antibody required for measuring a 
soluble fpriti of c-erbB-2 oncogene product and a chromogenic agent. 
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ttTV^. #3gW#bB:> DEI-t hc-erbB- 

2 (DM^mm^n-ti^y ? p — # y * o 

«WS;tToT#t c-erbB-2jig^^il::M1-5 
* / ^ P — ^/Pgt^SV2-61, SV2-61 7 fi¥/£ 1 ¥ 7 1 
O0^i|#frWKLT*5»)> r^fettflcSrKWi-S^^ 

tlTv>5 (SV2-61, ^[IWIS^ : ^10162#, SV2-61 y p)l 
0776*) itl&Rtttt, ^Slfii^^fe, V^*#>7vi 

yvm, K^yo^a 7P-^h^hy-ft, 

*ft*«*tt¥«ferc -erbB- 2 3te^«»©*a^ 

mmm^xttx^Ze -mzst&#m<D?i"<*ftii % 

1)L< tt^tF^-^LT#^LTV^6 w t #IL- 2 S 
^<*:ft t'XZa fettTtJ I? , c -erbB- 2 jte^SW^ 

Lx\<w£ihmw>m<DMxffiigx\ fflaft^©ff«ft^ 

t h c -erbB- 2 ©jf^ 
S*&Jii»fcSV^B:-t-©ttO(«Sa»S)«*ft»3l»ftaa 
i£S (ElAtWT»&fB1-5) Srfflv^T^W-f^^t^ 

LTBersontYalon#H5SLfc^m^jil^i£ (R 

iA&) kEimtfhzAK Rumi&ttL%i&m®.jtmzi£.m 
-rz<Dx\ n*<o*u&&$>'o. mm&jtt&m*. eia 
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